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1. | ONUCAHUE Kpyrnble ABOSIKOBbINYKNbIE TAaBNETKM ¢ ackoil, NOKPbi- Kpyrnbie ABosikoBbINykrble TabneTtku ¢ dac-
Tble NIEHOYHOW 0BONOYKOI PO3OBOro LBETA. KOW, NOKPbITbIE NIEHOYHON 0BONOUKON po-
30BOroO LBeTa.
2. | NOANUHHOCTbL Y®-cnektpochoToMeTpus. YPD-cnekTpbl NOrMoLLEHUs Y®-cnekrpochoTomeTpusi. Yd-cnektpbl no-
“CNbITYEMOro 1 CTaHAAPTHOrO PacTBOPOB B 06NACTil OT | FMOWIEHUA WCMLITYEMOrO U CTaHAapTHOro
250 A0 300 HM AOMKHBI UMETL MAKCUMyMbI NPY OAHUX U pactBopos B obnactu ot 250 ao 300 Hm
Tex Xe ANWHax BOMH. UMEIOT MaKkCUMyMbl NpU OLHUX U TEX Xe
ANVHaxX BOMH.
B3XX. Bpems yaepxuBaHus OCHOBHOro nuka Ha xpo- | BIXKX Bpems YAEPXUBAHUA OCHOBHOrO N-
MaTorpamMme MCrbITyeMOoro pacteopa AO/MKHO COOTBET- | Ka Ha XpoOMaTorpamme WCMLITYEMOro pac-
CTBOBaTb BPEMEHW YAEPXWUBAHUS NUKa KNONUAOrpena | TBOpa COOTBETCTBYET BPEMEHW YepXKuBa-
Ha Xpomarorpamme CTaHAapTHOrO pacTeBopa (PasAen | HWA nuka KINOMWAOrpena Ha xpomaTorpamme
«KonuyectseHHoe onpeaeneHney). CTaHfapTHOro pacreopa (pasaen «Konuue-
CTBEHHOE OnpeAeneHue»).
3. | CPEOQHAA MACCA e PO, 09C.1.4.2.0009.15.
Ot 248,56 no 263,94 mr (256,25 mr + 3,0 %). 260,41 mr (+1,6%)
4. | PACTBOPEHUE e PO, 09C.1.4.2.0014.15, (97%)
Y®-cnekTpooToMeTpuUs. 96%
He meHee 80 % (Q) OT 3asBNEHHOrO KONUYECTBA KNOMK- 96%
porpena yepes 30 MuH. 99%
98%
95%
95%
5. | POOCTBEHHbIE B3XX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,01%
npumeckb C — He 6onee 1,5 %; 0,07%
€/AVHNYHasA HeuaeHTNMULNPOBaHHAA NpUMech — He 6o- 0,07%
nee 0,2 %;
cymma npumecen — He 6onee 2,5 %. 0,23%
6. | BOOA re PO, 09C.1.2.3.0002.15, meToa K. duwepa.
He 6onee 7,0 %. 1,4%
7. | MUKPOBUONOIUYECKASA | F® PO, OPC.1.2.4.0002.18, kaTeropus 3A.

YUCTOTA Obwee uncno aspobHbLIX MUKPOOPraHU3MoB - He Gonee
10° KOE B 1 1 (Mn);

Oblee yucno ApOMNOKEBBLIX W MMECHEBbIX rPUBOB: He
Gonee 10> KOE B 1 1 (Mn);

Escherichia coli: otcytctaue B 1 1 (Mn).

MeHee 20 KOEB 11
MeHee 10 KOE B 11

He obHapyxeHo

8. | OQHOPOOHOCTb e PO, 0O9C.1.4.2.0008.18, cnocob 1.
[NO3UPOBAHUA AV < 15,0 % (n = 10), ecnu ycnoeue He BbINONMHAETCS,
To AV < 15,0 % (n = 30), n ans 30/30 TabneTok konuue- AVio=3,7%
CTBEHHOE COAEepXaHWe KNOoNWAOTrpena AOMKHO Haxo-
AVTbCA B uHTepBane 0,75-M — 1,25-M.
9. | KONIMYECTBEHHOE B3XX. O1 71,25 po 78,75 mr knonugorpena (ot 95,0 % 76,26 mr
ONPEAENEHUE A0 105,0 % OT 3aABNEHHOrO KONMYECTBA) B OAHOI Tab- (101,7%)
netke.
10. | YMNAKOBKA IMpu npoussodcmee, ¢acoske u/unu ynakoeke Ha OO0 | lMpouseodcmeo, ¢hacoeka u ynakoeka Ha
«MAKU3-OAPMA»: 000 «MAKN3-©APMAx:
Mo 10 Tabrnetok B KOHTYpHyio sueikoBylo ynakoeky | Mo 10 TabneTok B KOHTYPHYIO A4eiikoByio
(BrucTep) M3 NNEHKNM NOMWUBUHUAXNIOPUAHON U HONbY ynakoeky (6nuctep) us nnenku NBX/MBOX u
anioMUHUEBOR UMN B KOHTYPHYIO AYENKOBYIO YNakoBKy | chonbr anioMUHWUEBON.
(6nuctep) ns nnexku NBX/MBOX u cdonbr anioMuHue-
BOMW.
Mo 3 unn 6 KOHTYPHBIX AYENKOBbLIX ynakosok (6nucte- | Mo 3 KOHTYPHbIX AYENKOBbIX ynakoBok (6nu-
poB) unu no 1 GaHke BMECTE C UHCTPYKUWEN NO NpUMe- | CTepoB) BMECTe C MHCTPYKLUWEeh no npume-
HEHWIO B NaYKy KapTOHHYIO. HEHWIO B NaYKy KapTOHHYIO.
11. | MAPKUPOBKA MepeuyHas ynakoeka lMepeuyHas ynakoeka

Ha koHmypHoi syelikoeoll ynakoeke (6nucmepe) Ha
PYCCKOM Si3blKe yKa3blealom. TOProBOe HauMeHoBaHue
npenapata c npeaynpeAuTenbHON Mapkuposkon ®,
MeXAyHapoAHOe HenaTeHTOBaHHOE HauMeHOBaHWe u
AO3MPOBKY (Ha pPYCCKOM W a@HIMMACKOM  A3blKax),
nekapcTBeHHyl0 opMmy, HauMEHOBaHWe  TOBapHbIii
3HaK  (naTtuHuuen) Jepxatens  perucTpaumoHHOro

Ha  koHmypHoii  syelikosoll  ynakoeke
(6riucmepe) Ha pycckoM si3biKe yKa3aHo:
TOpProBoe HauMeHoBaHWe npenapata C
npesynpeauTensHon  mapkuposkon  ®,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHOBaHWe U 403UPOBKa (Ha PYCCKOM
aHIIMACKOM  sA3blKax), JNlekapcTBeHHas
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YAOCTOBEPEHUS, HOMEp cepuu, AaTy Npou3BOACTBa
(npn  dacoske Ha OO0 «MAKWU3-©APMA» aaty
NpPoOW3BOACTBA HE HAHOCAT), AaTy WCTEYEHUs Cpoka
FOAHOCTH.

BmopuyHas ynakoeka

Ha xapmoHHol nayke Ha PYCCKOM fi3blke yKa3blearom:
TOprosoe HaumeHoBaHue npenapara c
NpeAynpeAuTENnbHOM MapkupoBKoi ®, MexayHapogHoe
HenaTeHToBaHHOe HaumeHoBaHue, [L03UPOBKY,
(bapmakoTepanesTUYECKylo  Ipynny, NeKapCTBEHHYIo
opmy ¥ KkonuyecTBO TabneTtok B  ynakoBske,
HauMeHOBaHWe U CcoAepXaHue  AeiCTByloLEero
BellectBa B OAHOW TabneTke, YCNOBUA XpaHEHus,
npeaynpeauTtencHble Haanucu «CofepXuT nakTosbl
MOHOrMApaT», «XpaHuTb B HEAOCTYNHOM ANs AeTew
MecTey, «Mepea NpUMEHEHUeM npenapara
O3HaKoMbTECb  C npunaraemoi VNHCTPYKUMERY,
«MpuHUMaTL NO HasHauYeHuio Bpaua», yCroBus oTnycka,
cnocob NpUMEHeHus, Haanucb «®» -
3aperucTpupoBaHHbIi  TOBapHbIA  3HaK»,  HOMep
CBUAETENbCTBA O perucTpauum TOBApPHOrO 3Haka,
HoMmep perucTpauuoHHoro YAOCTOBEPEHUS,
HaumeHoBaHue Aepxarens perncTpaunoHHoro
YAOCTOBEPEHUSI, €ro CTpaHy W TOBapHbIl 3HaK
(naTuHuuen), HaumeHoBaHMe M CTpaHy UPMbI-
npoussoautens (npu npoussoactee Ha OO0 «MAKU3-
®APMA»  ykasbiBaloT CTpaHy, ropog), LUTPUX-Koa,
HOMEep cepuu, aaTy NPOW3BOACTBa (MpW NPOU3BOACTBE
Ha OO0 «MAKWU3-®APMA» paTy npousBoacTBa He
HaHOCAT), AaTy UCTEYEHUS CPOKa FOAHOCTM, LUTPUX-KOA
B dopmarte DataMatrix, rno6anbHblit
UAEHTUMUKALNOHHBIA HOMEp TOProBOW eAuHUUbl U
MHAUBUAYaNbHLIA CEPUIHBIA HOMEP TOPrOBON EAUHMLIbI.

HononHumensHo Ha emopu4HoOll ynakoske (Ha nayke
KapmoHHOU) Ha aHenulickoM s3blKe  yKa3blgarom:
TOProBoe HauMEeHOBaHWe nekapCTBEHHOro npenapara,
MeXAYHapoAHOEe HenaTeHTOBaHHOEe HauMeHoBaHue,
AO3MPOBKY, NEKapCTBEHHYI0 OPMY U  KONUYECTBO
TabneTtok B ynakoBke, Haanuck «Antiaggreganty.

hopma, HaUMeHOBaHWE TOBapHbIA 3HaK
(naTuHUuEn) AepxaTens PErncTpaLuoHHoro
YAOCTOBEPEHUA, HOMep cepuu, Aarta
UCTEYEHUs CpoKa rogHOCTH.

BmopuyHas ynakoeka

Ha kapmoHHOU nayke Ha pycckom si3bike
yKasaHo: TOproeoe HaumeHoBaHue
npenapara c npeaynpeauTeEnbHOM
MapKUpOBKOA ®, MexayHapoaHoe
HenaTeHToBaHHoe HauMeHoBaHue,
A031poBKa, hapmakoTepaneBTUYeckas
rpynna, nieKkapcTBeHHas dopma "
konuyectso  Tabnetok B ynakoBke,
HaumeHoBaHue ] coaepxaHue
AedcTBylOLero  BelwecTea B OA4HOIA
Tabnetke, yCnoBus XpaHeHus,
npeaynpeautensHble Haanucu «Copepxur
NakTo3bl  MOHOrMapar», «XpaHuTb B
HEAOCTYNHOM Ans peTent mecte», «[epeg
NpUMEHEHVeM npenaparta O3HAKOMbTECH C
npunaraemon WHCTpykuuen», «MpuHumats
NO Ha3HaYeHMI0 Bpayay, YCNOBUS OTNycKa,
cnoco® npumMeHeHus, Haanuce «®» -
3aperucTpUpoBaHHbI  TOBAPHbIA  3HAKY,
HOMEp CcBuAeTenbcTBa O perucTpauumn
TOBapPHOro 3Haka, HOMep perucTpaLmMoHHOro
YAOCTOBEPEHUS, HaUMEHOBaHWe AepxaTens
PEerucTpaunmoHHoOro  yAOCTOBEPEHUs, ero
CTpaHa W TOBapHbLIN 3HaK (nNaTuHuuen),
HavMeHOBaHWe, cTpaHa W ropos uUpMbl-
NPOW3BOANTENS, LUTPUX-KOA, HOMEp cepum,
AaTa WUCTeYEeHUss Cpoka FOAHOCTH, LUTPUX-
ko4 B ¢opmaTte DataMatrix, rnoGanbHbii
MAEHTUMDNKALNOHHbIE ~ HOMEpP  TOProBoW
€AVHULUBI W WHAWBWAYANbHBIA CEPUNHbLIN
HOMEp TOProBoOW €ANHULIbI.
HononHumensHo Ha eMOpuYHOLl ynakoske
(Ha nayke KapmoOHHOU) Ha aHesnulickom
SI3bIKe yKa3aHO. TOProBOe HauMeHoBaHue
NeKkapCcTBEHHOro npenapara,
MeXayHapoAHoe HenaTeHToBaHHOe
HaumeHoBaHue, [,03MPOBKa, NeKapCTBEHHAas
¢hopma 1 konu4yecTBo TabneTok B ynakoske,
Haanuck «Antiaggregant».

12. | CPOKIrOQHOCTH

2 roaa
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